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CHAPTER III: ENVIRONMENTAL 
IQA NDA Assessment Guide Reference 

 
R REGIONAL INFORMATION 

Environmental   

Allergan hereby claims a categorical exclusion from the requirements to prepare an 

Environmental Assessment for pilocarpine in accordance with 21 CFR 25.31(b). 

 

Pursuant to 21 CFR§25.15(d) and 21 CFR§25.31(b), Allergan affirms that to the best of 

our knowledge, no extraordinary circumstances exist (as defined by 21 CFR§25.21 and 

40 CFR§1508.4) that indicate that the proposed Agency action upon approval of this 

application may significantly affect the quality of the human environment. 

 

Under 21 CFR 25.31(b), a categorical exclusion exists for: 

“Action on an NDA, abbreviated application, or a supplement to such applications, or 

action on an OTC monograph, if the action increases the use of active moiety, but the 

estimated concentration of the substance at the point of entry into the aquatic 

environment will be below 1 part per billion.” 

The Agency’s approval of the application increases the use of the active moiety 

pilocarpine hydrochloride, but the estimated concentration of the substance at the point of 

entry into the aquatic environment will be below 1 part per billion (ppb). The calculated 

maximum Expected Introduction Concentrations (EIC) from direct use of pilocarpine 

hydrochloride (from all of Allergan’s pilocarpine containing drug products) entering into 

the aquatic environment is  ppb and is unlikely to have a significant effect on the 

environment. 

 

The estimated concentration of pilocarpine hydrochloride at the point of entry into the 

aquatic environment has been calculated in accordance with the FDA Guidance for 

Industry:  Environmental Assessment of Human Drug and Biologics Application dated 

July 1998. The concentration is estimated using the highest quantity (in kg) of the active 

moiety expected to be produced for all strengths for direct use in highest forecast year 

within the next five years. 

The calculations of the Expected Introduction Concentration (EIC) of the active moiety 

into the aquatic environment are provided in Table 1.12.14–1. 

 

No extraordinary circumstances exist that would significantly affect the quality of the 

human environment as a result of the proposed action. 
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Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

Yes  

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

N/A  

Include information about 
child-resistant packaging  

N/A  

 

Other Sections of Labeling 

There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 

alcohol].  Please notify the prescription drug division if the product contains any 

of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 

product quality information. 
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